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unreasonable risk of substantial harm
to the public health, and to order ade-
quate notification thereof, under sec-
tion 518(a) of the Federal Food, Drug,
and Cosmetic Act:

(a) The Director and Deputy Direc-
tors, Center for Devices and Radio-
logical Health (CDRH), and the Direc-
tor and Deputy Director, Office of Com-
pliance, CDRH.

(b) The Director and Deputy Direc-
tor, Center for Biologics Evaluation
and Research (CBER), and the Director
and Deputy Director, Office of Compli-
ance, CBER.

(c) The Director, Deputy Center Di-
rector for Review Management, and
Deputy Center Director for Pharma-
ceutical Science, Center for Drug Eval-
uation and Research (CDER); and the
Director and Deputy Director, Office of
Compliance, CDER.

[48 FR 56947, Dec. 27, 1983, as amended at 49
FR 14933, Apr. 16, 1984; 57 FR 40316, Sept. 3,
1992; 62 FR 2556, Jan. 17, 1997; 62 FR 67272,
Dec. 24, 1997]

§ 5.55 Orders to repair or replace, or
make refunds for, medical devices.

The following officials, for medical
devices assigned to their respective or-
ganizations, are authorized to order re-
pair or replacement of, or refund for,
medical devices under section 518 (b)
and (c) of the Federal Food, Drug, and
Cosmetic Act:

(a) The Director and Deputy Direc-
tors, Center for Devices and Radio-
logical Health (CDRH), and the Direc-
tor and Deputy Director, Office of Com-
pliance, CDRH.

(b) The Director and Deputy Direc-
tor, Center for Biologics Evaluation
and Research (CBER), and the Director
and Deputy Director, Office of Compli-
ance, CBER.

(c) The Director, Deputy Center Di-
rector for Review Management, and
Deputy Center Director for Pharma-
ceutical Science, Center for Drug Eval-
uation and Research (CDER); and the
Director and Deputy Director, Office of
Compliance, CDER.

[48 FR 56948, Dec. 27, 1983, as amended at 49
FR 14933, Apr. 16, 1984; 57 FR 40317, Sept. 3,
1992; 62 FR 2556, Jan. 17, 1997; 62 FR 67272,
Dec. 24, 1997]

§ 5.56 Recall authority.

The following officials, for medical
devices assigned to their respective or-
ganizations, are authorized to perform
all of the recall functions under section
518(e) of the Federal Food, Drug, and
Cosmetic Act, which have been dele-
gated to the Commissioner of Food and
Drugs:

(a) The Director and Deputy Direc-
tors, Center for Devices and Radio-
logical Health (CDRH).

(b) The Director and Deputy Direc-
tor, Office of Compliance, CDRH.

(c) The Director, Deputy Center Di-
rector for Review Management, and
Deputy Center Director for Pharma-
ceutical Science, Center for Drug Eval-
uation and Research (CDER); and the
Director and Deputy Director, Office of
Compliance, CDER.

(d) The Director and Deputy Direc-
tor, Center for Biologics Evaluation
and Research (CBER), and the Director
and Deputy Director, Office of Compli-
ance, CBER.

[56 FR 51170, Oct. 10, 1991, as amended at 57
FR 40317, Sept. 3, 1992; 62 FR 2556, Jan. 17,
1997; 62 FR 67272, Dec. 24, 1997]

§ 5.57 Temporary suspension of a med-
ical device application.

The following officials for medical
devices assigned to their respective or-
ganizations are authorized under sec-
tion 515(e) of the Federal Food, Drug,
and Cosmetic Act, to determine that
there is reasonable probability that
continuation of the distribution of a
device under an approved application
would cause serious adverse health
consequences or death, and upon mak-
ing such a determination, to issue an
order to temporarily suspend the ap-
proval of an application:

(a) The Director and Deputy Direc-
tors, Center for Devices and Radio-
logical Health (CDRH).

(b) The Director and Deputy Direc-
tor, Office of Compliance, CDRH.

(c) The Director and Deputy Direc-
tors, Office of Device Evaluation,
CDRH.

(d) The Director, Deputy Center Di-
rector for Review Management, and
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